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premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 880.9. If 
the device is not labeled or otherwise 
represented as sterile, it is also exempt 
from the current good manufacturing 
practice regulations in part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

[45 FR 69682–69737, Oct. 21, 1980, as amended 
at 66 FR 38807, July 25, 2001] 

§ 880.6990 Infusion stand. 
(a) Identification. The infusion stand 

is a stationary or movable stand in-
tended to hold infusion liquids, infu-
sion accessories, and other medical de-
vices. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 880.9. 

[63 FR 59718, Nov. 5, 1998] 

§ 880.6991 Medical washer. 
(a) Identification. A medical washer is 

a device that is intended for general 
medical purposes to clean and dry sur-
gical instruments, anesthesia equip-
ment, hollowware, and other medical 
devices. 

(b) Classification. Class II (special 
controls). The special control for this 
device is the FDA guidance document 
entitled ‘‘Class II Special Controls 
Guidance Document: Medical Washers 
and Medical Washer-Disinfectors.’’ The 
device is exempt from the premarket 
notification procedures in subpart E of 
part 807 of this chapter subject to 
§ 880.9. 

[67 FR 69121, Nov. 15, 2002] 

§ 880.6992 Medical washer-disinfector. 
(a) Identification. A medical washer- 

disinfector is a device that is intended 
for general medical purposes to clean, 
decontaminate, disinfect, and dry sur-
gical instruments, anesthesia equip-
ment, hollowware, and other medical 
devices. 

(b) Classification. Class II (special 
controls). The special control for this 
device is the FDA guidance document 
entitled ‘‘Class II Special Controls 

Guidance Document: Medical Washers 
and Medical Washer-Disinfectors.’’ 

(1) Medical washer-disinfectors that 
are intended to clean, high level dis-
infect, and dry surgical instruments, 
anesthesia equipment, hollowware, and 
other medical devices. 

(2) Medical washer-disinfectors that 
are intended to clean, low or inter-
mediate level disinfect, and dry sur-
gical instruments, anesthesia equip-
ment, hollowware, and other medical 
devices are exempt from the premarket 
notification procedures in subpart E of 
part 807 of this chapter subject to 
§ 880.9. 

[67 FR 69121, Nov. 15, 2002] 

PART 882—NEUROLOGICAL 
DEVICES 

Subpart A—General Provisions 

Sec. 
882.1 Scope. 
882.3 Effective dates of requirement for pre-

market approval. 
882.9 Limitations of exemptions from sec-

tion 510(k) of the Federal Food, Drug, 
and Cosmetic Act (the act). 

Subpart B—Neurological Diagnostic 
Devices 

882.1020 Rigidity analyzer. 
882.1030 Ataxiagraph. 
882.1200 Two-point discriminator. 
882.1240 Echoencephalograph. 
882.1275 Electroconductive media. 
882.1310 Cortical electrode. 
882.1320 Cutaneous electrode. 
882.1330 Depth electrode. 
882.1340 Nasopharyngeal electrode. 
882.1350 Needle electrode. 
882.1400 Electroencephalograph. 
882.1410 Electroencephalograph electrode/ 

lead tester. 
882.1420 Electroencephalogram (EEG) signal 

spectrum analyzer. 
882.1430 Electroencephalograph test signal 

generator. 
882.1460 Nystagmograph. 
882.1480 Neurological endoscope. 
882.1500 Esthesiometer. 
882.1525 Tuning fork. 
882.1540 Galvanic skin response measure-

ment device. 
882.1550 Nerve conduction velocity measure-

ment device. 
882.1560 Skin potential measurement de-

vice. 
882.1570 Powered direct-contact tempera-

ture measurement device. 
882.1610 Alpha monitor. 
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882.1620 Intracranial pressure monitoring 
device. 

882.1700 Percussor. 
882.1750 Pinwheel. 
882.1790 Ocular plethysmograph. 
882.1825 Rheoencephalograph. 
882.1835 Physiological signal amplifier. 
882.1845 Physiological signal conditioner. 
882.1855 Electroencephalogram (EEG) te-

lemetry system. 
882.1870 Evoked response electrical stimu-

lator. 
882.1880 Evoked response mechanical stimu-

lator. 
882.1890 Evoked response photic stimulator. 
882.1900 Evoked response auditory stimu-

lator. 
882.1925 Ultrasonic scanner calibration test 

block. 
882.1950 Tremor transducer. 

Subparts C–D [Reserved] 

Subpart E—Neurological Surgical Devices 

882.4030 Skull plate anvil. 
882.4060 Ventricular cannula. 
882.4100 Ventricular catheter. 
882.4125 Neurosurgical chair. 
882.4150 Scalp clip. 
882.4175 Aneurysm clip applier. 
882.4190 Clip forming/cutting instrument. 
882.4200 Clip removal instrument. 
882.4215 Clip rack. 
882.4250 Cryogenic surgical device. 
882.4275 Dowel cutting instrument. 
882.4300 Manual cranial drills, burrs, 

trephines, and their accessories. 
882.4305 Powered compound cranial drills, 

burrs, trephines, and their accessories. 
882.4310 Powered simple cranial drills, 

burrs, trephines, and their accessories. 
882.4325 Cranial drill handpiece (brace). 
882.4360 Electric cranial drill motor. 
882.4370 Pneumatic cranial drill motor. 
882.4400 Radiofrequency lesion generator. 
882.4440 Neurosurgical headrests. 
882.4460 Neurosurgical head holder (skull 

clamp). 
882.4500 Cranioplasty material forming in-

strument. 
882.4525 Microsurgical instrument. 
882.4535 Nonpowered neurosurgical instru-

ment. 
882.4545 Shunt system implantation instru-

ment. 
882.4560 Stereotaxic instrument. 
882.4600 Leukotome. 
882.4650 Neurosurgical suture needle. 
882.4700 Neurosurgical paddle. 
882.4725 Radiofrequency lesion probe. 
882.4750 Skull punch. 
882.4800 Self-retaining retractor for neuro-

surgery. 
882.4840 Manual rongeur. 
882.4845 Powered rongeur. 
882.4900 Skullplate screwdriver. 

Subpart F—Neurological Therapeutic 
Devices 

882.5030 Methyl methacrylate for 
aneurysmorrhaphy. 

882.5050 Biofeedback device. 
882.5070 Bite block. 
882.5150 Intravascular occluding catheter. 
882.5175 Carotid artery clamp. 
882.5200 Aneurysm clip. 
882.5225 Implanted malleable clip. 
882.5235 Aversive conditioning device. 
882.5250 Burr hole cover. 
882.5275 Nerve cuff. 
882.5300 Methyl methacrylate for 

cranioplasty. 
882.5320 Preformed alterable cranioplasty 

plate. 
882.5330 Preformed nonalterable 

cranioplasty plate. 
882.5360 Cranioplasty plate fastener. 
882.5500 Lesion temperature monitor. 
882.5550 Central nervous system fluid shunt 

and components. 
882.5800 Cranial electrotheraphy stimulator. 
882.5810 External functional neuromuscular 

stimulator. 
882.5820 Implanted cerebellar stimulator. 
882.5830 Implanted diaphragmatic/phrenic 

nerve stimulator. 
882.5840 Implanted intracerebral/subcortical 

stimulator for pain relief. 
882.5850 Implanted spinal cord stimulator 

for bladder evacuation. 
882.5860 Implanted neuromuscular stimu-

lator. 
882.5870 Implanted peripheral nerve stimu-

lator for pain relief. 
882.5880 Implanted spinal cord stimulator 

for pain relief. 
882.5890 Transcutaneous electrical nerve 

stimulator for pain relief. 
882.5900 Preformed craniosynostosis strip. 
882.5910 Dura substitute. 
882.5940 Electroconvulsive therapy device. 
882.5950 Neurovascular embolization device. 
882.5960 Skull tongs for traction. 
882.5970 Cranial orthosis. 
882.5975 Human dura mater. 

AUTHORITY: 21 U.S.C. 351, 360, 360c, 360e, 
360j, 371. 

SOURCE: 44 FR 51730, Sept. 4, 1979, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 882.1 Scope. 
(a) This part sets forth the classifica-

tion of neurological devices intended 
for human use that are in commercial 
distribution. 

(b) The identification of a device in a 
regulation in this part is not a precise 
description of every device that is, or 
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will be, subject to the regulation. A 
manufacturer who submits a pre-
market notification submission for a 
device under part 807 may not show 
merely that the device is accurately 
described by the section title and iden-
tification provisions of a regulation in 
this part, but shall state why the de-
vice is substantially equivalent to 
other devices, as required by § 807.87. 

(c) To avoid duplicative listings, a 
neurological device that has two or 
more types of uses (e.g., used both as a 
diagnostic device and as a therapeutic 
device) is listed only in one subpart. 

(d) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21, 
unless otherwise noted. 

(e) Guidance documents referenced in 
this part are available on the Internet 
at http://www.fda.gov/cdrh/guid-
ance.html. 

[52 FR 17739, May 11, 1987, as amended at 68 
FR 70436, Dec. 18, 2003] 

§ 882.3 Effective dates of requirement 
for premarket approval. 

A device included in this part that is 
classified into class III (premarket ap-
proval) shall not be commercially dis-
tributed after the date shown in the 
regulation classifying the device unless 
the manufacturer has an approval 
under section 515 of the act (unless an 
exemption has been granted under sec-
tion 520(g)(2) of the act). An approval 
under section 515 of the act consists of 
FDA’s issuance of an order approving 
an application for premarket approval 
(PMA) for the device or declaring com-
pleted a product development protocol 
(PDP) for the device. 

(a) Before FDA requires that a device 
commercially distributed before the 
enactment date of the amendments, or 
a device that has been found substan-
tially equivalent to such a device, has 
an approval under section 515 of the act 
FDA must promulgate a regulation 
under section 515(b) of the act requir-
ing such approval, except as provided 
in paragraph (b) of this section. Such a 
regulation under section 515(b) of the 
act shall not be effective during the 
grace period ending on the 90th day 
after its promulgation or on the last 
day of the 30th full calendar month 
after the regulation that classifies the 

device into class III is effective, which-
ever is later. See section 501(f)(2)(B) of 
the act. Accordingly, unless an effec-
tive date of the requirement for pre-
market approval is shown in the regu-
lation for a device classified into class 
III in this part, the device may be com-
mercially distributed without FDA’s 
issuance of an order approving a PMA 
or declaring completed a PDP for the 
device. If FDA promulgates a regula-
tion under section 515(b) of the act re-
quiring premarket approval for a de-
vice, section, 501(f)(1)(A) of the act ap-
plies to the device. 

(b) Any new, not substantially equiv-
alent, device introduced into commer-
cial distribution on or after May 28, 
1976, including a device formerly mar-
keted that has been substantially al-
tered, is classified by statute (section 
513(f) of the act) into class III without 
any grace period and FDA must have 
issued an order approving a PMA or de-
claring completed a PDP for the device 
before the device is commercially dis-
tributed unless it is reclassified. If 
FDA knows that a device being com-
mercially distributed may be a ‘‘new’’ 
device as defined in this section be-
cause of any new intended use or other 
reasons, FDA may codify the statutory 
classification of the device into class 
III for such new use. Accordingly, the 
regulation for such a class III device 
states that as of the enactment date of 
the amendments, May 28, 1976, the de-
vice must have an approval under sec-
tion 515 of the act before commercial 
distribution. 

[52 FR 17739, May 11, 1987] 

§ 882.9 Limitations of exemptions from 
section 510(k) of the Federal Food, 
Drug, and Cosmetic Act (the act). 

The exemption from the requirement 
of premarket notification (section 
510(k) of the act) for a generic type of 
class I or II device is only to the extent 
that the device has existing or reason-
ably foreseeable characteristics of 
commercially distributed devices with-
in that generic type or, in the case of 
in vitro diagnostic devices, only to the 
extent that misdiagnosis as a result of 
using the device would not be associ-
ated with high morbidity or mortality. 
Accordingly, manufacturers of any 
commercially distributed class I or II 
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